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DETAILED ACTION 
Summary 

1 . Receipt of Applicant's arguments/remarks and amended claims all filed on 
03/05/09 is acknowledged. 

Claims 1-34, 36, 38, 42, 44, 46-47 and 53 have been cancelled. 

Claims 35, 37, 39-41, 43, 45, 48-52 and 54-68 are pending in this application and 

claims 35, 37, 39-41, 43, 45, 48-52 and 54-68 will be prosecuted on the merits.. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. Claims 35, 37, 39-41 , 43, 45, 48-52 and 54-68 are rejected under 35 U.S.C. 1 1 2, 
first paragraph, as failing to comply with the written description requirement. The 
claim(s) contains subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. 

Claim 1 recites the limitation that a liver function promoter comprises between 
about 0.1% to about 1 .00% by weight of the edible composition. The specification on 
page 9, lines 30-35 discloses weight of only taurine. The amount is not disclosed for any 
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kind of liver function promoter as claimed such as glutathione promoters, glutathione or 
emulsifiers. This is a new matter rejection. 

The limitation that a pet animal that has or is susceptible to, a vitamin deficiency 
is not disclosed in the specification. The specification only discloses a pet which is cat, 
see page 18. this is a new matter rejection. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5 Claims 35, 37, 39-41 , 43, 45, 48-52 and 54-68 are rejected under 35 U.S.C. 1 1 2, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

Claims 43 and 45 recite the limitation anti-inflammatory agent, claim 43 recites 
the limitation omega-3 fatty acid and a fatty acid having a profile specially selected to 
improve absorption makes the claim indefinite, no metes and bounds of claim can be 
deduced as recited. Appropriate corrections are requested. Claim 43 recites the 
limitation anti-inflammatory agent twice which is not further limiting in a Markush group. 
Applicants have not described in claim 1 any specific pancreatic function promoter or 
intestinal mucosa function promoter, it is not clear how an intestinal mucosa function 
promoter or pancreatic function promoter will increase lipid absorption and further 
improve vitamin E absorption. Claim 39 recites the limitation "emulsifiers, vitamins, 
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minerals and glutathione promoters. The metes and bounds of claim are not defined. 
Claim 41 recites the limitation "agent and carrier"., Appropriate correction is required. 

Claim Rejections - 35 USC §103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 35, 37, 39-41, 43, 45, 48-52 and 54-68 are rejected 35 U.S.C. 103(a) as 
being unpatentable over US Patent No. 6,471,999 in view of US 5,290,571 ('571) or 
US 5,451 ,412 ('412) and further in view of (Simpson, KW and Michel, KE. Micronutrient 
status in patients with gastrointestinal disease. Proceedings ACVIM, Denver, CO, pp. 
651-653, 2001), (Suzuki et al. Gastroenterology 1999; 1 16:431-437 7), (W0 01/62280) 
and (USP 6,228,367). 

'999 teach a pet milk powder as nutritional milk those results in reduced 
gastrointestinal intolerance (abstract). '999 teaches that the milk powder when 
administered in an effective amount with the nutritional composition reduces 
gastrointestinal intolerance and that it may further comprise one or more lipid source, 
protein source, vitamins and minerals, and teaches a specific aspect which comprises 
lactose (of micro-organism origin), lactase, taurine, arginine and choline (claims 1-9; col. 
2, lines 9-lines 26). 
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'999 teach including an alkali in the milk-based powder, (an alkali as pancreatic 
function promoter as claimed) which slows the pH, drop in the gastrointestinal tract (col. 
2, lines 53-55). '999 teaches that a protein source of whey protein and further 
supplemented with taurine and a probiotic micro-organism which beneficially effects the 
host by improving its intestinal microbial balance, such as lactic acid (col. 3, lines 25- 
40). '999 teaches chicory fibers, inulin, fructooligosaccharides with the probiotic micro- 
organism (intestinal function promoter as claimed) have a symbiotic relationship for 
promoting beneficial effects (col. 4, lines 9-14). 

'999 teaches that the amount of nutritional composition is to be fed to a mammal 
each day depends on factors such as age, type of mammal (dogs and cats), and other 
nutritional sources (col. 4, lines 25-36). Examples 1 and 2 teach mixing the milk powder, 
galactosidase (lactase amino), vitamins (a liver function promoter as claimed) minerals, 
and soybean oil, and adding water to provide nutritional supplement to dogs and 
puppies or cats. '999 teaches that a protein source of whey protein (a glutathione 
promoter as claimed) and further supplemented with taurine and a probiotic micro- 
organism which beneficially effects the host by improving its intestinal microbial 
balance, such as lactic acid (col. 3, lines 25-40). '999 teach omega fatty acids such as 
soybean oil (claimed as intestinal function promoter and intestinal function promoter) 
and in Examples 1-2 (col. 3, lines 15-20). Soybean oil and vitamin (claimed as liver 
function promoter) has been shown to be at 1 .7 percent by weight and 0.4% by weight 
respectively in Example 1 in column 4. The amount of soybean oil (a fatty acid with 
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profile and intestinal function promoter as claimed) is within the claimed range of 
between about 0.1% to 20%. 

'999 does not characterize whey protein as glutathione promoter. 

However, 571 or 412 correlate whey protein as glutathione promoters and teach 
glutathione promoters. 

'571 or '412 teach a composition of whey protein concentrate (abstract). 

'412 claims 1 and 2 teach compositions containing whey protein concentrate that 
promote glutathione as nutritional supplements to animals. The reference teaches 
immuno-enhancing effect maximized at 20%, see column 12, lines 48-58. 

'571 teaches that a suitable source of whey protein is known by the 
trademark PROMOD, which contains whey protein and soy lecithin (col. 5, lines 34-41). 
Soy lecithin is taught by applicant in instant Example 2 to be an appropriate liver 
function promoter. '571 teaches that glutathione GSH promotion is a major function of 
the whey protein concentrate (w.p.c.) (col. 1, lines 30-37). '571 teaches the production 
of glutathione in the spleen, heart, liver is greater in mice fed with w.p.c, than mice fed 
with egg white protein (col. 4, lines 39-46). 

The reference teaches use of about 18-28 gm of whey protein per 100 grams 
(18-20%.)., see claim 1 .'571 teaches that the object of the invention is to provide a 
method for increasing the concentration level of glutathione in the organs and 
enhancing resistance to bacterial infection of mammals through the use of w.p.c, via 
oral administration (col. 10, lines 46-57). '571 also teaches inclusion of vitamins B1 and 
B2 with w.p.c. (claim 1-3, col. 11, lines 55-57). 
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The references disclosed above do not teach lipid assimilation, however, 
Simpson et al. disclose that vitamin E is a fat-soluble vitamin that is absorbed only with 
long chain fatty acids. A defect in either the absorption or digestion of lipid can therefore 
lead to deficiencies in this and other vitamins, due to their binding with unabsorbed fatty 
acids (Simpson, KW and Michel, KE. Micron utrient status in patients with 
gastrointestinal disease. Proceedings ACVIM, Denver, CO, pp. 651-653, 2001). Hence, 
a pet with low lipid digestibility is susceptible to several potential nutritional deficiencies, 
which can compromise its health. (See the entire articles of record). 

A skilled artisan would thus have been motivated to provide a pet with an 
edible composition comprising liver function promoter in order to help in lipid 
assimilation which in turn helps in improving vitamin E absorption with a reasonable 
expectation of success based on the teachings of the disclosed references. 

It would have been obvious to one of ordinary skill in the art to optimize the 
amount of liver function promoter such as glutathione promoters to obtain best possible 
results by doing experimental manipulations because '999 teaches soybean oil ( reads 
on both liver function promoter and intestinal function promoter) and vitamins in 1.7% 
and 0.4% amount (claimed as liver function promoter), as such it would have been 
within the purview of a skilled artisan to optimize the amount of glutathione, emulsifiers, 
taurine or any other liver function promoter to obtain best possible results and come to 
the claimed invention. 

'999 does not teach pancreatic function promoter such as lipase, (a pancreatic 
function promoter) 
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367 claims in claim 1 a food supplement formulation offish oil and lipase (the 
instant specification defines a pancreatic extract to be a lipase pg. 12, lines 1-3) 
(abstract, claim 1 ). The supplement of '367 improves bodily functions including fat 
metabolism, etc (col. 2, lines 26-30). The fish oil has specific fatty acid profile. 

'999 and '367 references do not correlate the pancreatic function promoter 
(lipase) and intestinal mucosa function promoter such as probiotic microorganism with 
lipid absorption. Suzuki et al. disclose that bacterial or porcine Lipase with high or low 
fat diets optimizes fat absorption (see the entire article of record). It would have been 
obvious to the one of ordinary skilled in the art at the time the invention was made to 
incorporate pancreatic function promoter and intestinal mucosa function promoter in a 
feed composition and improve lipid absorption capacity of a pet animal with a 
reasonable expectation of success. WO '280 correlates the lipid absorption capacity 
with vitamin E absorption. As such, the pancreatic function promoter would have 
improved vitamin E absorption with the enhanced absorption of lipid in a pet animal in 
view of WO. 

A skilled artisan would thus have been motivated to formulate a composition 
comprising liver function promoter, pancreatic function promoter and intestinal function 
promoter with a reasonable expectation of success in order to help increase lipid 
absorption and vitamin E absorption of a pet animal. Optimization of amounts would 
have been within the purview of a skilled artisan by doing experimental manipulations 
since the amounts depend on age, type of mammal, severity of vitamin deficiency, 
disease condition and condition of the mammal used, absent evidence to contrary. 
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Response to Arguments 

8. Applicant's arguments with respect to claims 35, 37, 39-41 , 43, 45, 48-52 and 54- 
68 have been considered but are moot in view of the new ground(s) of rejection. 

9. Claims 35, 37, 39-41 , 43, 45, 48-52 and 54-68 are rejected 35 U.S.C. 1 03(a) as 
being unpatentable over US Patent No. Fuchs et al WO 02/15719 (719) in view of US 
5,290,571 ('571 ) or US 5,451 ,412 ('412) and further in view of (Simpson, KW and 
Michel, KE. Micronutrient status in patients with gastrointestinal disease. Proceedings 
ACVIM, Denver, CO, pp. 651-653, 2001), (Suzuki et al. Gastroenterology 1999; 
116:431-437 7), (W0 01/62280) and (USP 6,228,367). 

'719 discloses a method of treatment which comprises administering an effective 
amount of the composition which contains whey protein to improve, promote, maintain 
intestinal function and mucins a patient or companion animal (abstract, claims 1-2 and 
14-20, pg. 6 lines 5-10; pg. 12 lines 3-21). 

Example 4 teaches a nutritional supplement comprising whey protein and 
probiotic bacteria. '719 teaches that the nature of whey protein and the fact that it is 
capable of being easily digested, the composition has a beneficial effect in patients with 
limited appetite due illness, surgery, chronic gastritis, etc (pg. 4, line 31 -pg. 5, line 6), 
and that the addition of a probiotic micro-organism (pancreatic function promoter as 
claimed) provides the advantage of restoring the natural balance of the intestinal flora 
following antibiotic therapy (pg. 6, lines 7-10). Whey protein is taught by applicant to be 
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a fat transportation aid agent and carrier (instant spec pg. 10, 13-20). The amount of 
Whey protein is taught to be 4.8% and vitamins and minerals to at least 5% of RDA in 
example 1 on page 13 , 719 also teaches including a prebiotic (claim 13, pg. 5, lines 
27-30). 719 teach including taurine and (claim 12, pg. 5, lines 18-25; pg. 6, lines 27- 
29), (claimed as liver function promoter in instant claims) . 719 teaches a lipid source 
including omega-3 fatty acids (abstract, claim 1). (claimed as intestinal function 
promoter in instant claims). 

719 teaches a nutritional supplement comprising whey protein and omega-3 fatty 
acids (abstract, claims 1-2). The reference teaches various amounts of polyunsaturated 
fatty acids including omega 3 fatty acid to be 15 to 30%, see page 8, lines 10-20. The 
reference teaches vitamins (claimed as liver function promoter in instant application), 
see page 9, lines 1-14. 

71 9 does not teach liver function promoter such as glutathione or glutathione 
promoters. However, 571 or 41 2 teach glutathione. '571 or '412 teach a composition of 
whey protein concentrate (abstract). 

'412 claims 1 and 2 teach compositions containing whey protein concentrate that 
promote glutathione as nutritional supplements to animals. The reference teaches 
immuno-enhancing effect maximized at 20%, see column 12, lines 48-58. 

'571 teaches that a suitable source of whey protein is known by the 
trademark PROMOD, which contains whey protein and soy lecithin (col. 5, lines 34-41). 
Soy lecithin is taught by applicant in instant Example 2 to be an appropriate liver 
function promoter. '571 teaches that glutathione GSH promotion is a major function of 
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the whey protein concentrate (w.p.c.) (col. 1, lines 30-37). '571 teaches the production 
of glutathione in the spleen, heart, liver is greater in mice fed with w.p.c, than mice fed 
with egg white protein (col. 4, lines 39-46). 

The reference teaches use of about 18-28 gm of whey protein per 100 grams 
(18-20%.)., see claim 1 .'571 teaches that the object of the invention is to provide a 
method for increasing the concentration level of glutathione in the organs and 
enhancing resistance to bacterial infection of mammals through the use of w.p.c, via 
oral administration (col. 10, lines 46-57). '571 also teaches inclusion of vitamins B1 and 
B2 with w.p.c. (claim 1 -3, col. 11, lines 55-57). 

It would have been obvious to one of ordinary skill in the art to optimize 
the amount of liver function promoter such as glutathione promoters to obtain best 
possible results by doing experimental manipulations because '719 teaches vitamin 
(claimed as liver function promoter) to be in supplied about 50 to 500% and in at least 
5% of RDA, see example 1 on page 5, as such it would have been within the purview of 
a skilled artisan to optimize the amount of glutathione promoters such as whey protein 
within the claimed amount with a reasonable expectation of success. 

The references disclosed above do not teach lipid assimilation, however, 
Simpson et al. disclose that vitamin E is a fat-soluble vitamin that is absorbed only with 
long chain fatty acids. A defect in either the absorption or digestion of lipid can therefore 
lead to deficiencies in this and other vitamins, due to their binding with unabsorbed fatty 
acids (Simpson, KW and Michel, KE. Micron utrient status in patients with 
gastrointestinal disease. Proceedings ACVIM, Denver, CO, pp. 651-653, 2001). Hence, 
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a pet with low lipid digestibility is susceptible to several potential nutritional deficiencies, 

which can compromise its health, (see the entire articles of record). 

A skilled artisan would thus have been motivated to provide a pet with an edible 

composition comprising liver function promoter in order to help in lipid assimilation 

which in turn helps in improving vitamin E absorption with a reasonable expectation of 

success. 

719 does not teach pancreatic function promoter such as lipase. 

'367 claims in claim 1 a food supplement formulation offish oil and lipase (the 

instant specification defines a pancreatic extract to be a lipase pg. 12, lines 1-3) 

(abstract, claim 1 ). The supplement of '367 improves bodily functions including fat 

metabolism, etc (col. 2, lines 26-30). The fish oil has specific fatty acid profile. 

'719 and '367 references do not correlate the pancreatic function promoter 

(lipase) and intestinal mucosa function promoter such as probiotic microorganism with 

lipid absorption. 

Suzuki et al. disclose that bacterial or porcine Lipase with high or low fat diets 
optimize fat absorption (see the entire article of record). It would have been obvious to 
the one of ordinary skilled in the art at the time the invention was made to incorporate 
pancreatic function promoter and intestinal mucosa function promoter in a feed 
composition and improve lipid absorption capacity of a pet animal with a reasonable 
expectation of success. WO '280 correlates the lipid absorption capacity with vitamin E 
absorption. As such pancreatic function promoter would have improved vitamin E 
absorption with the enhanced absorption of lipid in a pet animal in view of WO. 
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A skilled artisan would thus have been motivated to formulate a composition 
comprising liver function promoter, pancreatic function promoter and intestinal function 
promoter with a reasonable expectation of success in order to help increase lipid 
absorption and vitamin E absorption of a pet animal. Optimization of amounts would 
have been within the purview of a skilled artisan by doing experimental manipulations 
since the amounts depend on age, type of mammal, severity of vitamin deficiency, 
disease condition and condition of the mammal used, absent evidence to contrary. 

Response to Arguments 

1 0. Applicant's arguments with respect to claims 35, 37, 39-41 , 43, 45, 48-52 and 54- 
68 have been considered but are moot in view of the new ground(s) of rejection. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Snigdha Maewall whose telephone number is (571)- 
272-6197. The examiner can normally be reached on Monday to Friday; 8:30 a.m. to 
5:00 p.m. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on (571) 272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-0580. 
Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
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information for unpublished applications is available through Private PAIR only. For 

more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 

have questions on access to the Private PAIR system, contact the Electronic Business 

Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 

Customer Service Representative or access to the automated information system, call 

800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Snigdha Maewall/ 

Examiner, Art Unit 1612 

/Gollamudi S Kishore/ 

Primary Examiner, Art Unit 1612 



